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DETAILED ACTIONDETAILED ACTION 

1 . Claims 1-28 are all the pending claims subject to lack of unity restriction. 

Lack of Unity: Restriction 

2. Restriction is required under 35 U.S.C. 121 and 372. 

The claims of the present application relate to a recombinant anti-idiotypic murine 
lgG2a antibody having hamster or primate glycosylation. The problem to be solved is 
the provision of monoclonal antibodies for use in pharmaceutical preparations 
presenting improved immunogenic properties. The effect linked to the glycosylation is 
that of Mab 17-1 A improving ADCC measured in vitro with human effector cells and 
human cancer cell lines without changing the response of a rhesus monkey to the 
antibody, and in another example, for the lgG2a Le-Y anti-idiotypic antibody, the 
presence of primate glycosylation improves (increases) the immunogenicity of the 
antibody in Rhesus monkey. Thus the improved immunogenic properties would mean 
that for passive immunization, the antibody should induce less response in order to act 
and not be rejected and still provide the expected effect, whereas in active 
immunization, the antibody should induce an improved humoral immune response 
observed as, for example, higher titer or higher affinity for the antigenic determinants. 
Because generic Claim 1 encompasses antibodies having the property of Mab 17-1 A, 

4 

which when produced in human CHO cells would have been human (primate) 
glycosylated, and showed no difference between the elicited response compared to the 
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hybridoma-produced Mab 17-1 A, the invention is not considered to be a contribution 
over the prior art. 

In assessing whether the requirements of unity of invention of an application are 
met, identification of the technical features that each solution to a technical problem 
contributes over the prior art (special technical features) must be made. If then a 
technical relationship between the solutions, involving one or more of the same 
technical features, can be recognized, the requirements of unity of invention are said to 
be met. 

Hellstrom et al. (EP-A-0759442; published 2/26/97; cited in the IPER report 
enclosed with the filing of 10/7/05 and cited in the IDS of 8/22/07) discloses an anti- 
idiotype murine lgG2a antibody (p. 43, last paragraph; p. 46, line 35- p. 48, line 8; Table 
XVI) which has improved ADCC measured in vitro with human effector cells and human 
cancer cell lines. The production of recombinant antibodies by genetic engineering 

I 

would have been routine for one of skill in the art therefore the vectors, e.g., 
commercially available multicistronic vectors containing IRES elements, cell lines 
, transformed with vectors to express the product were well known in the art in order to 
produce and select the recombinant antibody. 

As no technical feature(s) can be distinguished which, in light of the prior art 
reference, could be regarded as special technical features on which a unifying concept 
could be based, there is no single inventive concept underlying the plurality of claimed 
inventions. 
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3. This application contains the following inventions or groups of inventions which 
are not so linked as to form a single general inventive concept under PCT Rule 13.1. 
The resulting separate inventions, as presently identified, have been grouped according 
to the order in which they have been claimed. 

In accordance with 37 CFR 1 .499, applicant is required, in reply to this action, to 

elect a single invention to which the claims must be restricted. 

Group I, claim(s) 1-13, drawn to a recombinant anti-idiotypic murine lgG2a 
antibody having hamster or primate glycosylation. 

» 

Group II, claim(s) 14 and 15, drawn to a vaccine comprising a recombinant anti- 
idiotypic murine lgG2a antibody having hamster or primate glycosylation in a 
pharmaceutical formulation. 

Group III, claim(s) 16-28, drawn to a multicitronic construct for producing a 
recombinant anti-idiotypic murine lgG2a antibody having hamster or primate 
glycosylation, a vector comprising the multicistronic expression construct, cell 
transformed with the vector, and a method for producing the antibody from the cell 
transformed with the multicistronic construct. 

4. Three different products are presented in Groups Mil. The products of Group I 
and II share a common property or activity but do not share common core structures. 
The anti-idiotypic antibody of Group I is not required to produce a preventative effect 
whereas the antibody of Group II is required to be immunogenic and produce an 
preventative effect as a vaccine formulation. Thus the inventions of Groups I and II are 
distinguishable based on their intended biological properties. The antibody of Group I 
and the vaccine antibody of Group II are distinct from the multicistronic construct for 
producing the antibody because both the antibodies comprise amino acid sequences 
and are not designed for expressing a protein, whereas the construct comprises 
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nucleotide sequences encoding the antibody in addition to elements for expressing the 
antibody under host cell conditions. One could not use the antibodies proteins and the 
construct interchangeably and expect the same result. Thus the inventions of Groups I- 
III are distinguishable based on their different structures and intended biological 
properties. 

Election of Species 

5. If Group I is elected, then species (antigen) below must be elected as applicable. 

This application contains claims directed to the following patentably distinct species of 

the claimed invention: 

Specie A) peptide or proteins such as EpCAM, NCAM, CEA, and T cell peptides 
Specie B) carbohydrates such as Lewis Y, Sialo-Tn, and GloboH 
Specie C) glycolipids such as GD2, GD3, and GM2 

The species are independent or distinct because each is well recognized in the 
art as being expressed on or by different cell types, having different structures, different 
cognate ligands and signal interactions. For example, any commercial protein database 
(e.g., SwissProt) lists this information. In addition, The Human Protein Reference 
Database (HPRD.org) describes the tissue expression patterns, structural and 
functional properties and any disease correlates for the species of antigen. The species 
are not obvious variants or overlapping and one of ordinary skill in the art would 
appreciate that based on these reference disclosures alone or in combination, that 
these species are distinct and separate. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, Claims 1-8 and 10-13 are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lynn Bristol whose telephone number is 571-272-6883. 
The examiner can normally be reached on 8:00-4:00, Monday through Friday. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on 571-272-0832. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-91 99 (IN USA OR CANADA) or 571-272-1 000. 
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